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UNITED STATES
NUCLEAR REGULATORY COMMISSION

Augurt 14, 1992

James B. MacRae, Jr.
Acting Administrator and
Deputy Administrator
Office of Information and
Regulatory Affairs
Office of Management and Budget
Washington, D.C. 20503

Dear Mr. MacRae:

This is in response to your letter of June 26, 1992 in which OMB disapproved
the information collection request (ICR) associated with the final amendment
promulgated by the Nuclear Regulatory Commission (Commission) to 10 CFR Parts
2 and 35, entitled, "Quality Management Program and Misadministration." OMB
concluded that this information collection request is not necessary for the
proper performance of the functions of the agency and that the information
will not nave practical utility for the agency. This letter also addresses
your partial disapproval of the 1CP associated with amendments to the fitness
for duty rule in 10 CFR Part 26, as reflected in your letters of May 26, 1992
and July 20, 1992.

The Commission fully supports the objectives of the Paperwork Reduction Act
and strives to ensure that the private sector is requested to maintain or
provide only such information as is needed tu carry out regulatory
responsibilities. In this vein, upon reconsideration, the Commission does not
disagree with your conclusions regarding information collection requirements
in our fitness for duty rule. The Commission will issue conforming changes to
account for and accommodate your comments and partial disapproval of the ICR
in those regulations in the near future.

On the other hand, for reasons specified below, pursuant to 44 U.S.C. 3507(c),
the Nuclear Regulatory Commission has decided to override the OMB
determination and requests that your office promptly assign a control number
to the information collection request associated with the Quality Management
and Misadministration Rule for a period of 3 years.

In its implementing regulations OMB specifies (5 CFR 1320.11, 1320.4(b) and
{c)) that in approving an information collection request it evaluates whether
(1) the agency has chosen the least burdensome means to obtain the
information, (2) the information sought 1; available to the agency through
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James B. MacRae, Jr. -3 - August 14, 19892

Certification of the Override

The Commission certifies that, by unanimous »ote', 1t has overridden the
Office of Management and Budget's disapproval of the information collection
request assocfated with the final amendment to 10 CFR Parts 2 and 35 entitled
*Quality Management Program and Misadministration.*

Sincerely,

for Operations

At the August 12, 1992 Commission meeting the formal
vote was 3-0 with Commissioners Rogers and Curtiss not
present. Commissioners Rogers and Curtiss both
indicated that they agreed with the majority and would

also have voted formally to override if they could have
been present at the meeting.
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The Honorable Beb Graham, Chairman AL D , F s
Subcommittee on Nuclear Regulation s
Committee on Environment and Public Works A0 .

United States Senate
Washington, DC 20510

Dear Mr. Chairman:

This is to inform you that the Commission, by unanimous vote, has overridden
the Office of Management and Budget's (OMB) disapproval of the information
collection request associated with the final amendment to 10 CFR Parts 2

and 35 entitled "Quality Management Program and Misadministrations." A
certification of the Commission’s override has been forwarded to UMB in a
letter dated August 14, 1992. A copy of the letter is enclosed.

In a letter dated June 26, 1992, OMB stated that it disapproved the
information collection request because, in its view, the information
collection is not necessary for the proper performance of the functions of the
Agency and that the information collection will not have practical utility for
the Agency.

The Commission fully supports the objectives of the Paperwork Reduction Act
and strives to ensure that the private sector is requested to maintain or
provide only such information as is needed to carry out regulatory
responsibilities. However, the Commission continues to believe that its
requirements for written quality management programs and misadministration
reports, if complied with, has a reasonable likelihood of decreasing
misadministrations (e.g., wrong dose or wrong patient) with a small
incremental cost to licensees. Without the reporting and recordkeeping
requirements, it would not be possible to implement and enforce these
regulations effectively.

The Commission will continue to monitor implementation and inspection under
the rule. If the Commission finds the rule, in whole or in part, to be overly
burdensome or ineffective, it will consider modifying or deleting portions of
the rule. Further, the NRC will hold a public workshop with the medical
community and other interested parties, to assure that there is mutual
understanding as to the intent of the rule, especially its information
collection requirements, and to discuss effective implementation. Following
the workshop, the Commission will develop additional guidance on compliance
with the rule, written in clear language appropriate to the medical community.

In its letter to OMB dated August 14, 1992, the Commission also addressed
OMB's partial disapproval of the information collection request associated
with amendments to the fitness for duty rule in 10 CFR Part 26. Upon
reconsideration, the Commission does not disagree with OMB's conclusions and
will issue conforming changes to account for and accommodate OMB's comments
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The Honorable Bob Graham 2

and partial disapproval of the information collection requirements in those
regulations in the near future.

S\g;zrcly. g:;:>
Dennis K., Rathbun, Director
Office of Congressional Affairs

cc: Senator Alan K. Simpson

Enclosure:
Ltr 8/14/92 Taylor, NRC to MacRae, OMB
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August 17, 1992

The Honorable Philip R. Sharp, Chairman
Subcommittee on Energy and Power
Committee on Energy and Commerce
United States House of Representatives
Washington, DC 20515

Dear Mr. Chairman:

This is to inform you that the Commission, by unanimous vote, has overridden
the Office of Management and Budget's (OMB) disapproval of the information
collection request associated with the final amendment to 10 CFR Parts 2

and 35 entitled "Quality Management Program and Misadministrations." A
certification of the Commission’s override has been forwarded to OMB in a
letter dated August 14, 1992. A copy of the ietter is enclosed.

In a letter dated June 26, 1992, OMB stated that it disapproved the
information collection request because, in its view, the information
coliection is not necessary for the proper performance of the functions of the
Agency and that the information collection will not have practical utility for
the Agency.

The Commission fully supports the objectives of the Paperwork Reduction Act
and strives to ensure that the private settor is requested to maintain or
provide only such information as is rceded to carry out ro?ulatory
responsibilities. However, the Commission cortinues to believe that its
requirements for written quality management programs and misadministration
reports, if complied with, has a reasonable likelihood of decreasing
misadministrations (e.g., wrong dose or wrong patient) with a small
incremental cost to licensees. Without the reporting and recordkeeping
requirements, it would not be possible to implement and enforce these
regulations effectively.

The Commission will continue to monitor implementation and inspection under
the rule, If the Commission finds the rule, in whole or in part, to be overly
burdensome cr ineffective, it will consider modifying or deleting portions of
the rule. Further, the NRC will hold a public workshop with the medical
community and other interested parties, to assure that there is mutual
understanding as to the intent of the rule, especially its information
collection requirements, and to discuss effective implementation. Following
the workshop, the Commission will develop additional guidance on compliance
with the rule, written in clear language appropriate to the medical community.

In its letter to OMB dated August 14, 1992, the Commission also addressed
OMB's partial disapproval of the information collection request associated
with amendments to the fitness for duty rule in 10 CFR Part 26. Upon
reconsideration, the Commission does not disagree with OMB's conclusions and
will issue conforming changes to account for and accommodate OMB's comments



The Honorable Philip R. Sharp 2
and partial disapproval of the information collection requirements in those
regulations in the near future.
Sincerely, ,
¢_¢£4L,(/%E5izzﬁ"t~
Dennis K. Rathbun, Director
Office of Congressional Affairs
cc: Representative Carlos J. Moorhead

Enclosure:
Ltr 8/14/92 Taylor, NRC to MacRae, OMB
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The Honorable Peter H. Kostmayer, Chairman
Subcommittee on Energy and the Environment
Committee on Interior and Insular Affairs
United States House of Representatives
Washington, DC 20515

Dear Mr. Chairman:

This 1s to inform you that the Commission, by unanimous vote, has overridden
the Office of Management and Budget's (OMB) disapproval of the information
collection request associated with the final amendment to 10 CFR Parts 2

and 35 entitled "Quality Management Program and Misadministrations." A
certification of the Commission’s override has been forwarded to OMB in a
letter dated August 14, 1992. A copy of the letter is enclosed.

In a letter dated June 26, 1992, OMB stated that it disapproved the
information collection request because, in its view, the information
collaction is not necessary for the proper performance of the functions of the
Agency and that the information collection will not have practical utility for
the Agency.

The Commission fully supports the objectives of the Paperwork Reduction Act
and strives to ensure that the private séctor is requested to maintain or
provide only such information as is needed to carry out re?ulatory
responsibilities. However, the Commission continues to believe that its
requirements for written quality management programs and misadministration
reports, if complied with, his a reasonable likelihood of decreasing
misadministrations (e.g., wrong dose or wrong patient) with a small
incrementa)l cost to licensees. Without the reporting and recordkeeping
requirements, it would not be possible to implement and enforce these
regulations effectively.

The Commission will continue to monitor implementation and inspection under
the rule. If the Commission finds the rule, in whule or in part, to be overly
burdensome or ineffective, it will consider modifying or deleting portions of
the rule. Further, the NRC will hold a public workshop with the medical
community and other interested parties, to assure that there is mutual
understanding as to the intent of the rule, especially its information
collection requirements, and to discuss effective implementation. Following
the workshop, the Commission will develop additional guidance on compliance
with the rule, written in clear language appropriate to the medical community.

In its letter to OMB dated Auqust 14, 1992, the Commission also addressed
OMB's partial disapproval of the information collection request associated
with amendments to the fitness for duty rule in 10 CFR Part 26. Upon
reconsideration, the Commission does not disagree with OMB's conclusions and
will issue conforming changes to account for and accommodate OMB’s comments



The Honorable Peter H. Kostmayer 2

and partial disapproval of the information collection requirements in thsse
regulations in the near future.

Sincerely, .~

Dennis K. Rathbun, Director
Office of Congressional Affairs

cc: Representative John J. Rhodes

Enclosure:
Ltr 8/14/92 Taylor, NRC to MacRae, OMB



